Good documentation constitutes an essential part of the quality assurance system and is key to operating in compliance with GMP requirements. Documentation requirements of maintaining complete, accurate, truthful and verifiable data in all cGXP documents that are needed to be maintained as per regulatory requirements and various Governmental regulations, laws, rules and statutes/acts. Documentation may exist in a variety of forms, including paper-based, electronic or photographic media. Ensure that the Document should be free from error and during any point if error identify then rectify with proper reason for correcting including sign and date. A system should be in place to indicate special observations and any changes to critical data. GMP Document must have predefined retention period and document must be stored in secure and easy to retrieve or easily available as and when required. Batch Processing and Packaging Instruction must be in place and Contemporaneous entry provision must be available. Instruction and procedure for using equipment; instrument must be clear and specific. Specification with authorization should be available for analysis of Raw Material and Packing Material, Intermediate and Bulk Product, Finished Product.
INTRODUCTION
 Good documentation constitutes an essential part of the quality assurance system and is key to operating in compliance with GMP requirements.  Documentation may exist in a variety of forms, including paper-based, electronic or photographic media  Documentation requirements of maintaining complete, accurate, truthful and verifiable data in all cGXP documents that are needed to be maintained as per regulatory requirements and various Governmental regulations, laws, rules and statutes/acts.  Describe the importance of data generation, maintaining data lifecycle, data governance and data  Reliability throughout the lifecycle of the document.  The Quality Management System should include sufficient instructional detail to facilitate a common understanding of the requirements, in addition to providing for sufficient recording of the various processes and evaluation of any observations, so that ongoing application of the requirements may be demonstrated. Control Provision must be available for documentation practices Provide detail all the starting materials, equipment and computerized systems (if any) to be used and specify all processing, packaging, sampling and testing instructions. In process Controls and process analytical technologies to be employed should be specified where relevant, together with acceptance criteria.
OBJECTIVE OF DOCUMENTATION SYSTEM

Procedures: (Otherwise known as Standard
Operating Procedures, or SOPs), give Directions for performing certain operations.
Protocols:
Give instructions for performing and recording certain discreet operations.
Technical Agreements: Are agreed between contract givers and acceptors for outsourced Activities.
Records: Provide evidence of various actions taken to demonstrate compliance with Instructions, e.g. activities, events, investigations, and in the case of manufactured Batches a history of each batch of product, including its distribution. Records include the raw data, which is used to generate other records. For electronic records regulated users should define which data are to be used as raw data. At least, all data on which quality decisions are based should be defined as raw data.
Certificates of Analysis: Provide a summary of testing results on samples of products or materials together with the evaluation for compliance to a stated Specification.
Reports: Document the conduct of particular exercises, projects or investigations, together with results, conclusions and recommendations.
ALCOA+: A commonly used acronym for 'Attributable, Legible, Contemporaneous, Original and Accurate' which puts additional emphasis on the attributes being 'Complete, Consistent, Enduring and Available'-qualities which are implicit in the basic ALCOA principles.
Effective Date: It is the date of the document after which it becomes ready for actual use.
Error: A mistake in a document that is observed after a document was printed /executed.
GMP Documents:
All types of documents which have direct or indirect impact on all aspects of the quality of drug substances/products and which are required to demonstrate or provide evidence of adherence to GMP standards and/or any other applicable regulatory requirements, are collectively referred as 'GMP documents.'
Review:
To look over, study or examine something with the aim of verifying the accuracy of the data.
Approved by/Certified by/Authorized by: Such a remark records the person who is responsible for approving GxP documents based on their evaluation of the conclusion(s).
Vol. Retention of Documentation  Procedure must be clearly defined the retention period and must be located at defined space and easy to retrieved as and when required  Specific requirements apply to batch documentation, which must be kept for one year after expiry of the batch to which it relates or at least five years after certification of the batch by the Qualified Person, whichever is the longer.  Critical documentation, including raw data (for example relating to validation or stability), which supports information in the Marketing Authorisation should be retained whilst the authorization remains in force.  Inventory of Document within QMS should be maintained CONCLUSION Based on review of EU documentation chapter and MHRA Presentation on Good Documentation Practices it is concluded that when an document is generated it must have provision for detail of person involve in preparing, checking, reviewing, authorizing before implementation and unique document number with revision provision, effective date, next review date and distributed with utmost care. When a document has been revised, systems should be operated to prevent inadvertent use of superseded document and all GMP Document must be in Human Readable format either in printed or electronic form or photo-media form. Record which are alter/Corrected should be sign and dated with proper justification should permit the reading of the original information A system should be in place to indicate special observations and any changes to critical data. GMP Document must have predefined retention period and document must be stored in secure and easy to retrieve or easily available as and when required. Batch Processing and Packaging Instruction must be in place and Contemporaneous entry provision must be available. Instruction and procedure for using equipment; instrument must be clear and specific. Specification with authorization should be available for analysis of Raw Material and Packing Material, Intermediate and Bulk Product, Finished Product.
